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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[X] Responsive to communication(s) filed on August 12, 2003 . 
2a)D This action is FINAL. 2b)|El This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) ESI Claim(s) 60-92 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 60-92 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1) IS Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) [Zl Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

1. Applicant's election with traversal of Group VI, claims 34-44, alpha- 
naphthylisothiocyante (ANIT), filed August 12, 2003, is acknowledged. 

2. Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse (MPEP 

§ 818.03(a)). 

3. The requirement is still deemed proper and is therefore made FINAL. 

4. The cancellation of claims 1-59 and the addition of new claims 60-92 have been 
acknowledged. 

5. Claims 60-92 are examined on the merits. 

Information Disclosure Statement 

The information disclosure statement filed October 18, 2002 fails to comply with 37 CFR 
1 .98(a)(2), which requires a legible copy of each U.S. and foreign patent; each publication or that 
portion which caused it to be listed; and all other information or that portion which caused it to 
be listed. It is noted that this instant application file lacks the documents listed on the said 
information disclosure statement. It has been placed in the application file, but the information 
referred to therein has not been considered. 

CLAIM REJECTIONS - 35 USC § 101 

6. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

7. Claims 60-92 are rejected under 35 U.S.C. 101 because the claimed invention is directed 
to non-statutory algorithm type subject matter. 
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8. Claims 60-92 are rejected because said claims are directed to a system comprising a 
database wherein the descriptive material within the database is considered to be either 
functional, a system and computer readable media; or non- functional; data directed toxicity 
marker and gene expression, which are regarded as non-statutory subject matter. The MPEP 
indicates that descriptive material that cannot exhibit any functional interrelationship with the 
way in which computing processes are performed does not constitute a statutory process, 
machine, manufacture or composition (MPEP § 2106 (IV)(B)(1) (b)). Specific to the instant 
case, database merely stores data directed toxicity marker and gene expression so as to be read 
without creating any functional interrelationship, either as part of the stored data or as part of the 
computing processes performed by the computer, then such descriptive material alone does not 
impart functionality either to the data as so structured, or to the computer (MPEP § 2106 
(IV)(B)(2)(a)). 

9. Further, claims 88-92 are rejected due to the claimed subject matter being directed to a 
non-statutory subject matter due to lacking any physical steps such as displaying the stored 
information from the database. Currently, the steps are merely algorithmic processes of 
manipulating data directed to directed toxicity marker and gene expression without providing a 
means of visualizing the results of the said processes; therefore, the claim subject matter lacks a 
real world value. The claimed invention as a whole is directed to a combination of interrelated 
elements, which combine to form a machine for storing data directed to directed toxicity marker 
and gene expression in a database without providing a means for displaying the stored data 
directed to directed toxicity marker and gene expression. The critical steps of displaying the drug 
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information would cause the subject matter in its entirety to be a practical application (MPEP § 
2106(IV)(B)(2)(b)). 

CLAIM REJECTIONS - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

1 1 . This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

12. Claims 60-92 are rejected under 35 U.S.C. 103(a) as being unpatentable over Friend et al. 
(US 6218122 Bl) taken with Cunningham et al. (US 6372431 Bl). 

13. Friend et al. discloses a computer system and database to be used in a method for 
monitoring toxic effects of a therapy (e.g., one or more drugs or a chemotherapy) (column 3, 
lines 47-65) as directed to disease markers (column 14, lines 18-19). The data captured in said 
database comprises of expression level of specific gene transcripts of cells wherein said cells 
having been exposed to a drug of interest (column 21 lines 10-17 and Table 2). The data 
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captured from a single cell is compared to those of therapy-exposed or diseased cell and an 
untreated or non-diseased cell (column 22, lines 31-35), as in instant claims 60, 62, 69, 71, 75- 
77, 82, and 84. 

14. The method of Friend et al. discloses that expression profiles were established for 
approximately 6000 genes (column 10, lines 40-42). The differential expression of the 6000 
genes exposed to a drug (column 11, lines 40-45). The diagnostic expression profile can be 
compared with the perturbation response curves to find the best-fit over all possible values 
(column 13-18, § 5.3); wherein the comparison is implemented in said computer and database 
(column 18, § 5.3.3), as in claims 88-92. 

15. The method and system of Friend et al is directed to a plurality of toxins (column 12, 
lines 18-30), as in instant claims 63 and 78. 

16. However, Friend et al. does not disclose that the toxin is an ANIT or an external database 
such as GenBank. 

17. Cunningham et al, discloses a method for screening compounds and therapeutics for 
metabolic responses indicative of a toxic compound or molecule (Abstract) such as hepatotoxin 
(column 7, line 43-50). The toxic compounds may include ANIT affecting the liver (column 2, 
lines 1-8), as in instant claims 72 and 85. 

18. Tables 1-10 disclose differential expression of genes correlated to liver pathology, as in 
claims 70, 74, 83, and 87. 

19. The fluorescence signal within each element was then integrated to obtain a numerical 
value corresponding to the average intensity of the signal (column 24, lines 15-19), as in instant 
claims 66 and 79. 
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20. The method of Cunningham et al. comprises performing toxicity tests on rats plus one 
control group (column 17, lines 25-32); using the GenBank database for verifying the gene 
markers (column 21, lines 24-59) and the discriminant scores are disclosed in Table 1, as in 
instant claim 61, 64, 65, 68, 69, 73, 80, 81, and 86. 

21. Friend et al. discloses an improvement for monitoring toxic effects of a therapy, which 
would result in more effective therapeutic treatments and significant benefit to patience (column 
2, lines 16-31). While, Cunningham et al. discloses a type of treatment wherein toxicological 
effects are monitored as directed to a therapy (Abstract etc.). Therefore, the improvement 
disclosed by Friend et al. is directly applicable to the invention of Cunningham et al. 

22. An artisan of ordinary skill in the art at the time of the instant invention would have been 
motivated to partake the improvement disclosed by Friend et al. to utilize a type of treatment 
wherein toxicological effects are monitored as directed to a therapy (Abstract etc.), as taught by 
Friend et al. Therefore, it would have been obvious to one having ordinary skill in the art at the 
time of the invention was made to use a type of treatment wherein toxicological effects are 
monitored as directed to a therapy as taught by Friend et al. and Cunningham et al. 

CONCLUSION 

23 . NO CLAIM IS ALLOWED. 

24. Papers related to this application may be submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center located 
in Crystal Mall 1. The faxing of such papers must conform with the notices published in the 
Official Gazette, 1096 OG 30 (November 15, 1988), 1 156 OG 61 (November 16, 193), and 1 157 
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OG 94 (December 28, 1993) (see 37 CFR § 1.6(d)). The CM1 Fax Center number is either (703) 
308-4242 or (703) 305-3014. 

25. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to C. Dune Ly, whose telephone number is (703) 308-3880. The 
examiner can normally be reached on Monday-Friday from 8 A.M. to 4 P.M. 

26. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, Ph.D., can be reached on (703) 308-4028. 

27. Any inquiry of a general nature or relating to the status of this application should be 
directed to Legal Instruments Examiner, Tina Plunkett, whose telephone number is (703) 305- 
3524 or to the Technical Center receptionist whose telephone number is (703) 308-0196. 

C. Dune Ly * 



10/3/03 




ARDiN H. MARSCHEL 
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